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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 
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DETAILED ACTION 

Preliminary Amendment 

1 . Applicant's submission of a preliminary amendment on August 25, 2006 is 
acknowledged. Claims 1-30 are currently pending and are the subject of this Office Action. 



Election/Restrictions 

2. Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not 
so linked as to form a single general inventive concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a 
single invention to which the claims must be restricted. 

Group I, claim(s) 1 and 4-12, drawn to a method for detecting HPV in human subjects 
comprising detecting an mRNA transcript encoding the full-length E6 protein. 

Group II, claim(s) 2 and 13-21, drawn to a method for detecting cellular changes 
characterized by cellular aneuploidy and enlarged cell nuclei in human subjects comprising 
detecting an mRNA transcript encoding the full-length E6 protein. 

Group III, claim(s) 3 and 22-30, drawn to a method for detecting a persistent 
transforming infection with HPV in human subjects comprising detecting an mRNA transcript 
encoding the full-length E6 protein. 



3. The inventions listed as Groups I-III do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
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technical features for the following reasons: The prior art of Nakagawa et al. (Journal of Medical 
Virology (2000) 62: 251-256) teaches all of the limitations of the instant claim 1. Specifically, 
Nakagawa teaches an in vitro method for screening human subjects for the presence of human 
papillomavirus in at least one cell or tissue that comprises detecting an mRNA transcript that 
encodes the full-length E6 protein (see abstract and pages 252-254). Since the prior art of 
Nakagawa teaches all of the limitations of the instant claim 1 , the claims lack a special technical 
feature linking them over the prior art, and therefore, a lack of unity requirement is proper. 

4. Applicant is advised that the reply to this requirement to be complete must include (i) an 
election of a species or invention to be examined even though the requirement may be traversed 
(37 CFR 1.143) and (ii) identification of the claims encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
preserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANGELA BERTAGNA whose telephone number is (571)272- 
8291 . The examiner can normally be reached on M-F, 9- 5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Cynthia B. Wilder/ 
Examiner, Art Unit 1637 
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